Rev1swns made in Respcmsa to Comments or

| Suggestm ns from DHHS/ASPE,. mcludmg FDA,

In Consultatmn with OMB / OIRA, while the
Document Was Under Rewew at OMB /! OIRA

Aprll 3@ 2003



PAGE NUMBERS
66 PERTAIN TO 4-24-03
VERSION

enforcement actions, including other actions that we
subsequently follow with seizure actions, then our estimate
of the number of administrative detentions per year could
be significantly larger. Examples of other types of
enforcement actions include detentions without physical
examination (DWPE) and requests to s?ates to embargo food.
'We assume that the number of administrative detentions
might ﬁn@i@fego to 100 percent of the number of Class I

_ANpeldls

recalls and:: whith wérmoved directly tolseize

£ood, #and 0 to 10 pereent 0t the number 6f tines we
Jtosstaté authorities. . In all cases, we

i dowiend of the;#ange on the fact that we’do not

i1sed, administrative detentior
do'iso, -and the eriteria. for
istrativedetefition had beer mek. Analyzing all
the' fagtors ‘that would lead us.to choose one enforcement

action: oyer. another: is' beyond ‘the scope ofi this, analysis.

Wechoseh 100 percent as: £

deriteria for Class T-recalls is quite

similar to,the criteria for administrative detention.. iWe
chiose/ 100 percent. a5 the High end of the range for
instances iniwhichuwe fiove directly to'seize food.as a
practical jexpedient: becayse.the small humber of actions

¢h information.would have had 1ittle or . no

impkies: thats
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2002, we initiated 184 Class I recalls involving food that Kﬁﬁﬁaﬁs
T0O
posed a risk of serious adverse health consequences or ‘4m2J5475 .
\ ERII0ON
y

death to humans or animals. In the same year, we initiated
16 seizures that may have involved food products that posed
hazards to human or animal health. In the-last twelve
mornths,s We-estimate: thatiwes referred 284:0f such mattérs to
stateiauthorities.

These numbers are repeated in Table 1. Based on this

information, we estimate that we might administratively
detain
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would have had little or no impact on our cost estimates. We chose 10 percent

15 the high end of the range for State referralsW INSEET
Prom

t-hose-acﬁ-arm( — CELPN For
In fiscal year (FY) 2002, we initiated 184 class I recalls involving food HHS/ Asf’g

43003

that posed a risk of serious adverse health consequences or death to humans
or animals. In the same year, we initiated 16 seizures that may have involved
food products that posed hazards to human or animal health. In the last 12

months, we estimate that we referred 234 of such matters to State authorities.

These numbers are repeated in table 1 of this document. Based on this
information, we estimate that we might administratively detain food 0 to 223

times per year.

TABLE 1.—~SUBSTITUTIONS PER YEAR

Estimated Number of
Substitutions of Admin-
. istrative
S Action Detention for Other En-
' forcement Actions per

Year

Class | recalls 0Oto 184

No preliminary action Oto 16
{move directly to sei-
zure)

No preliminary action 01023
(refers matter to
State authorities)

Total 0 to 223

Estimate of the proportion of cases in which the food subject to

administrative detention turns out to be not violative

Some of the costs that we will discuss later are only relevant if we
eventually determine that food that we have administratively detained is not
violative. We do not know the proportion of cases in which we might
administratively detain food that we later determine to be not violative. This
rate depends on the type of information we receive, and the level of risk

aversion we adopt when we apply the criteria allowing us to use administrative



